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distribution

Policy 

Therapeutic products manufactured by (Insert manufacturer’s name) must meet predetermined release criteria before being available for distribution. In cases where release criteria are not met, exceptional release of the non-conforming therapeutic product may be authorised by the consulting medical officer and the Facility Director. When a cell therapy product does not meet clinically relevant release criteria, the Medical Director must authorise exceptional release.
Released products are distributed for patient application at the request of the treating medical practitioner.

Records must facilitate tracking of the product from the donor to the recipient or final disposition and tracing from the recipient or final disposition to the donor. 
Scope

This procedure for product distribution applies to all therapeutic products manufactured by (Insert manufacturer’s name).

For instructions regarding the return of cell therapy products to (Insert manufacturer’s name) following distribution, refer to Return of Cell Therapy Products.

Definitions

Distribution: Any transportation or shipment of a therapeutic product that has been determined to meet release criteria or urgent medical need requirements.

Trace: To follow the history of a process, product or service by review of documents. 

Track: To follow a process or product from beginning to end.

Responsibilities

· The treating medical practitioner is responsible for providing a signed request for product distribution.
· (Insert manufacturer’s name) Facility Director is responsible for ensuring that therapeutic products distributed by CTTWA:

· have met the predetermined release criteria or have had exceptional release authorised

· are appropriately packaged and labelled, and accompanied by the required documentation. 
· (Insert manufacturer’s name) personnel are responsible for:

· visually identifying the product being requested for distribution, for its presence and integrity, before confirming its availability to the treating medical practitioner

· inspecting each product to confirm appropriate labelling and the integrity of the product label and container prior to distribution and recording the relevant information on the Distribution Form. 

· up-dating the relevant inventory at the time cryopreserved products are removed from the storage.
· Quality personnel are responsible for reviewing MSC, Haemopoietic and Heart Valve release checklists and approving release.
documentation 

1. A request for supply of a therapeutic product, signed by the medical practitioner. 

2. A Distribution Form is completed for each therapeutic product. The following is recorded:

distributing facility

product description and identification 

distribution date and time 

visual inspection of product (including label and container integrity checks)
identity of intended recipient (if known)

requesting facility

destination

receipt (if transported within the metropolitan area or distributed to trained personnel from the receiving transplant centre/tissue bank)

3. Accompanying documentation recording the following for the receiving facility (refer to list of accompanying documents to follow):

Final product label information

Donor eligibility (allogeneic)

Results of infectious disease screening (unless previously accessed by, or provided to, the receiving facility)
Instructions for reporting serious adverse reactions or events to (Insert manufacturer’s name)
4. Instructions for product use:

Infusion Information (HPC and MSC)

MSC Preparation for Infusion and MSC Infusion (MSC) 

Serum Eyedrops: Patient Information 

request for supply

The treating medical practitioner must sign a request for supply of the product. For example:

· Request for Supply form for supply of directed cryopreserved HPC products

· Cell Therapy Infusion Form, or equivalent, for infusion of cell therapy products

· Request for Supply for Clinical Trials for cell therapy products for clinical trials
· Autologous Eyedrop Request or Allogeneic Eyedrop Request for serum eyedrops. 

Request for supply of directed cryopreserved HPC products
1. The transplant facility notifies (Insert manufacturer’s name) of the requirement for directed cryopreserved HPC product. 

2. (Insert manufacturer’s name) personnel to:

· check release status (products must be released to be available)

· visually inspect the products, to ensure both presence and integrity
· check the information on the product label. 
3. Record the available products on a Request for Supply Form and send the form to the transplant centre.

4. Transplant physician:

· select the appropriate products and records the selection on the form.

· complete and signs the request form.

· return the signed form (hard copy or by fax) to (Insert manufacturer’s name)
5. The transplant physician is to then complete a request for infusion or prescription, as for fresh product.

distribution Procedure

1. Check that the release form has been completed and that product has been authorised for release prior to distribution. For Haemopoietic products stored > 12 months an additional CD34 & TNC viability assessment is to be performed.

2. Complete the relevant product summary:
· for MSC products, complete a MSC Product Summary 
· for donor registry products complete the applicable donor registry Product and Collection Report for HPC for transplantation 
· for haemopoietic products for WA recipients, complete a HPC Product Summary. 

3. Forward completed product summary reports  to the Facility Director for authorisation.    
4. Record required information on the Distribution Form.  
5. Two (Insert manufacturer’s name) staff members must visually inspect each product for the following:
· Label check
- information is correct and clearly legible
- label is intact 
- label is firmly adhered to the product container.
· Container check
- container integrity is intact
- product is visible.
6. Record product inspection on the Distribution Form. 
7. For cryopreserved products, record removal of product from storage on the Tank Product Inventory.
8. Retain a copy of the completed product summary in (Insert manufacturer’s name) donor/product records and provide a copy to the relevant requesting facility.
9. Complete any documentation required by the transplant/receiving centre or donor registry, in accordance with their instructions.
10. Pack the product for transport/shipping and label outer container as required by the Transport procedure. 
11. A Shipping Form is required if a shipping agent is used (see Transport procedure). 
12. Check all required accompanying documents are present and correct (see following).
13. Record accompanying documents on the Distribution Form. 
14. For allogeneic HPC products distributed to (Insert hospital names), provide a copy of the Distribution Form to the relevant Transfusion Medicine Unit (Insert hospital name).
15. If the Shipping Form is being used, record it as an accompanying document on the Distribution Form. Record all other accompanying documents on the Shipping Form and place a copy of the form, as provided to the shipping agent, in the donor/product patient record.
16. Hand over the packed product and accompanying documentation to the responsible transport agent. The transport agent must check and sign the Distribution Form and (if required) the Shipping Form.
17. Completion of the Receipt section on the Distribution Form:
a. For transport to destinations within the metropolitan area, personnel at the receiving centre are responsible for completing the Receipt section when the product arrives and returning the completed Distribution Form to (Insert manufacturer’s name). 
b. If a product is distributed directly to a trained courier organised by the receiving transplant centre/tissue bank, that person is to complete the Receipt section at hand over. Provide a copy of the completed Distribution Form with the accompanying documents.
c. For products being shipped by a commercial shipping agent organised by (Insert manufacturer’s name), the Receipt section on the Distribution Form is not applicable (back slash the section). The agent does not require a copy of the Distribution Form. Receipt will be recorded on the Shipping Form.
18. File relevant documents in the donor/product record file and update the file checklist.
Accompanying Documentation 

Serum Eyedrops

Autologous or Allogeneic Eyedrop Request

Serum Eyedrops: Patient Information 

Out-patient prescription (if available) 

Haemopoietic Products 
Haemopoietic products for local recipients
HPC Product Summary 

Cell Therapy Infusion Form or equivalent signed prescription

Infusion Information (unless already available at the transplant centre)

Donor Registry products collected in 
Donor registry Product and Collection Report for HPC for transplantation. 

Donor registry Donor Clearance at Workup (unless already available at the transplant centre)

Donor registry Donor Infectious Disease Markers & Health Information (unless already available at the transplant centre)
In addition, for US recipients: 
National Marrow Donor Program (NMDP) forms supplied by the donor registry 
Circular of Information, supplied by donor registry
MSC Products

MSC Product Summary
Cell Therapy Infusion Form 
Consignment Form 
Infusion Information DOC40 (if not already available at the transplant centre)

Cultured Epithelial Autograft
Cell Therapy Product Summary 
CellSpray Instructions 

Additional Documentation

Products shipped or transported by (Insert manufacturer’s name) to centres outside the metropolitan area may require a Shipping Form, Customs Invoice, courier information, permission to export or other documentation. 

receipt record

1. Receipt of the product by the transplant centre is recorded on the Distribution Form or Shipping Form.
2. The receipt date and time, visual inspection, product temperature and identity of the person responsible for accepting the product must be documented. 

3. The completed form, or a copy, must be returned to (Insert manufacturer’s name) and retained in the donor/product records.

Records

The request for supply, distribution records and a copy of the relevant product summary are retained in the donor/product record in (Insert manufacturer’s name). 

forms

Allogeneic Eyedrop Request FORM69

Autologous Eyedrop Request FORM94

Cell Therapy Infusion Form FORM116
Cell Therapy Product Summary FORM113

Consignment Form FORM95

Distribution Form FORM48

HPC Product Summary FORM167
MSC Product Summary FORM168
Request for Supply (directed cryopreserved products) FORM75

Request for Supply for Clinical Trials FORM112

Shipping Form FORM59

documents

Infusion Information DOC40

MSC Infusion DOC68

MSC Preparation for Infusion DOC79

Return of Cell Therapy Products DOC149

Serum Eyedrops: Patient Information DOC76

Transport DOC46

References

1. Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products.

2. FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing, and Administration.

3. NPAAC Requirements for Procedures Related to the Collection, Processing, Storage and Issue of Human Haemopoietic Progenitor Cells  (Fifth Edition 2015) – published 01 Aug 2015
4. (Insert applicable donor registry) Guidelines and Forms.
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